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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A Patient information
2. Age ot time
of svent:

3. Sex

&0 yrs ¢ )Yfemale }unk lbs

or
Oate
of birth:

in contidence (X)male

B Adverse event or product problem
1. X Adverse event and/or Product problem (e.9.. defects/maifunctions)

Fort Wllhmmon PA 19034-2239

of FOA use oty

Page

C. Suspect medication(s)
t. Name (give labeled strength & mfr/tabelar, if known!
#1 Extra Strength TYLENOL product

#2 Extra Strength TYLENOL PM product

2. Dose, frequency & route used 3. Therapy dates iif unknown, give duration)

from/to {or best esumate)

#1 2000-3000 mg/day, po L) ”at least 3 years”

2. Outcomes attributed to sdverss svent
{cheack ail that apply)

#2 2 pitls, ghs, po #2
4. Diagnosis for use lindication}

“at least 3 years”
5. Event abated sftes usa

5. Describe svent or problem

Consumer report received via internet aileges that the use
of an unspecified TYLENOL® acetaminophen product was associ-
ated with producing sbnormal liver enzymes (LIVER FUNCTION
TESTS ABNORMAL). According to consumer’s Internet report, he
has been using product “for years? and has “recently learned
that it was killing me by producing sbnormal liver enzymes.”
Addl info rec’d via telephone conversation with consumer on
§/24/00: Consumer reports using 4 to 6 Extra Strength
TYLENOL per day for pain snd 2 Extra Strength TYLENOL PM

per night for sleep for at least 3 years. At s routine appt
with his MD in 10/99, his liver enzymes were reportedly
found to be elevated. Similar lLiver enzyme counts were seen
on 2 subsequent visits with his MD. He also reports that his
tibromyaigia pain got worse while using Extrs Strength
TYLENOL (AGGRAVATION REACTION). His MD reportedly ruled out
hepatitis snd attributed symptoms to use of products.
Consumer reports discontinuing use of products as directed
by his MO and symptoms subsequently resolved.

( ) Oisabdity

() death \moideviy ( ) congenital anomaly #1 pain stopped or dose reduced

() lite-threatening ¢ Mm:rnvniontodm;r.n #1 (X)) Yes ( ) No ( ) N/AN
( ) hospalization - initisd of prolo 72 sieep

‘ (x) other recovered 6. Lot # if known) 7. Exp. date (it known) |#2 (X) Yes ( ) No ( ) N/A
3. Date of svent 4. Dste of this report #1_ unknown 01 unknown 8. Evant reappeared after
10/99 05/18/00 72 unknown 02 unknown reinuqguction
imordsyivr) 1mordeyivel y.
#1 () ¥es ¢ ) No (X) W/

9. NDC # - for product problems only {if known)

S

#2 () Yes { ) No (X) N/

10.C it dk

and therapy dates {exciude treatment of svent)

unspecified hurt med-:attom

8. Relevant tests/lsborstory deta, inciuding dates
10/99: consumer reports having “sbnormal {iver enzymes”

1. Contact office - neme/address (& mfring sits for devices) |2. Phone number
McNeil Consumer Healthcare 215-273-7303
Medical Affairs T Report source
7050 Camp MWill Road {check all that apply!
Ft. Washington, PA 19034 ( ) forsign

( ) study
¢ ) literature
{x) consumer
a. m vcs ived by % 5. <) Sféﬁﬁm..
05/17/00 (A) NDA ¢ 19-872 ¢ ) user facility

6. it IND, protocol # IND #

PLA # ¢ f:p'?:s.;mnwo
pre-1938 ( ) Yes ( ) distributor

7. Type of report oTC (x) other:

chack ai that appiy) product  (X) Yes Interne*
¢ ) S-day ( )15-day

8. Adverse svent termy(
( ) 10-dey (X)periodic e o
(X) Initisd ( )follow-up #

LIVER FUNC ABNQ REACTION AGGRAV

(3. Wir. report number

7. Other relavant history, including preexisting medical conditions (e.g., akergies,
race, pregnancy, smoking and aicohoi use, hepatic/renal dysfunction, etc.)

fibromyalgia, seasonat allergies, s/p quadruple bypass,
consumer reports a doctor found liver damege dus to an
unspecified hepatitis virus prior to use of TYLENOL;
sllergic to aspirin, AMOXIL®, and other unspecified
peniciltin derivatives

e

1. Name, address & phone #

AUG - 9 2000

2. Hesith professionsl? |3. O th 4. Initisi reporter siso

sent report to FDA

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the svent.
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